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Art Unit: 1631 

No copy of Sottrup-Jensen et al (Proc. Natl. Acad. Sci. USA 81 (23), 7353 (1984) is in the file, so 
this reference has not been considered by the examiner. The other references crossed out form the 
Information Disclosure Statement forms submitted by applicants are duplicate entries. 

The disclosure is objected to because it contains an embedded hyperlink and/or other form of 
browser-executable code. Applicant is required to delete the embedded hyperlink and/or other form of 
browser-executable code. See MPEP § 608.01. Embedded hyperlink and/or other form of browser- 
executable code appear in at least the following locations: 
(a) page 14, line 1. 

The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

Claims 6 and 7 are rejected under 35 U.S.C. 112, second paragraph, as being indefinite for failing 
to particularly point out and distinctly claim the subject matter which applicant regards as the invention. 
The claims are vague, indefinite, and incomplete. 

(a) The recitation of "naturally-occurring allelic nucleic acid variant" (claim 6) 
is vague, indefinite, and incomplete because the term "naturally- 
occurring" is a relative one that uses a frame of reference that is not 
known. One cannot know whether a sequence is non-naturally-occurring 
by having the sequence itself because this is not a property of the 
sequence. Thus, the metes and bounds of the claims are not clear. 

(b) The recitation of "naturally-occurring polypeptide variant" (claim 7) is 
vague, indefinite, and incomplete because the term "naturally-occurring" 
is a relative one that uses a frame of reference that is not known. One 
cannot know whether a sequence is non-naturally-occurring by having 
the sequence itself because this is not a property of the sequence. 
Thus, the metes and bounds of the claims are not clear. 
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The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, and of the manner and 
process of making and using it, in such full, clear, concise, and exact terms as to enable any 
person skilled in the art to which it pertains, or with which it is most nearly connected, to make 
and use the same and shall set forth the best mode contemplated by the inventor of carrying out 
his invention. 

Claims 5-8, 10, 12-14, 19-21, 39, 42, 46, and 47 are rejected under 35 U.S.C. 112, first 
paragraph, because the specification, while being enabling for nucleic acids of defined sequence, does 
not reasonably provide enablement for nucleic acids of recited percentage sequence identities or nucleic 
acids that encode polypeptides of recited percentage sequence identities. The specification does not 
enable any person skilled in the art to which it pertains, or with which it is most nearly connected, to 
make and use the invention commensurate in scope with these claims. The instant application does not 
provide adequate guidance for one of skill in the art to arrive at a reasonable number of nucleic acid 
sequences that encode active variants of SEQ ID NO: 46. For example, there are no fewer than 6.5 x 
10 50 possible insertion variants of SEQ ID NO: 46 that vary by no more than 5% in sequence identity 
from SEQ ID NO: 46. Without guidance as to which variants may be active, one of skill in the art would 
be compelled to perform undue experimentation to practice the claimed invention. 

Claims 39 and 42 are rejected under 35 U.S.C. 112, first paragraph, as failing to comply with the 
enablement requirement. The claim(s) contains subject matter which was not described in the 
specification in such a way as to enable one skilled in the art to which it pertains, or with which it is most 
nearly connected, to make and/or use the invention. The instant application does not teach a 
pharmaceutical use for any of the nucleic acids mentioned in the claims. 
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The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that form the basis 
for the rejections under this section made in this Office action: 
A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or 
in public use or on sale in this country, more than one year prior to the date of application for 
patent in the United States. 

Claim 10 is rejected under 35 U.S.C. 102(b) as being clearly anticipated by Adams et al (Nature 
377 (6547 Suppl), 3 (1995)). SEQ ID NO: 45 shares a run of 67 nucleotides with the sequence of Adams 
et al (see the alignment in Appendix A attached to this Office action). Since maximal stability of a double 
helix in a renaturation reaction is reached at 25-50 base pairs as taught in Kennell, Progr. Nucl. Acid Res. 
Mol. Biol. 11: 259 (1971) in the paragraph bridging pages 260-261, it is clear that the DNA of Adams et al 
would hybridize under stringent conditions to SEQ ID NO: 45. Thus, the DNA of Adams et al is embraced 
by the claim. 

Claims 50-55 are allowable over the prior art of record. 

Any inquiry concerning this communication or earlier communications from the examiner should 
be directed to James Martinell whose telephone number is (571) 272-0719. The fax phone number for 
Examiner Martinell's desktop workstation is (571) 273-0719. The examiner works a flexible schedule and 
can be reached by phone and voice mail. Alternatively, a request for a return telephone call may be e- 
mailed to iames.martinell@uspto.QOv . Since e-mail communications may not be secure, it is suggested 
that information in such requests be limited to name, phone number, and the best time to return the call. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's supervisor, 
Michael Woodward, can be reached on (571) 272-0722. 
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PLEASE NOTE THE NEW FAX NUMBER 

The fax phone number for the organization where this application or proceeding is assigned is 
(703) 872-9306. 

Any inquiry of a general nature or relating to the status of this application or proceeding should 
be directed to the receptionist whose telephone number is (571) 272-1600. 




James Martinell, Ph.D. 

Primary Examiner 

Art Unit 1631 y/^/<>/ 



